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Application/Control Number: 1 0/7 1 4,343 Page 2 

Art Unit: 1654 

1 . A signed copy of the preliminary amendment originally filed on June 30, 2004 was 
received on November 15, 2006. A second preliminary amendment was filed on February 21, 
2006. Where the same specification paragraph or claim is amended in both preliminary 
amendments, the second preliminary amendment filed February 21, 2006 represents the most 
recent version of the specification paragraph or claim. 

2. The Sequence Listing filed February 21, 2006 has been approved by STIC for matters of 
form. 

3. The preliminary amendments filed November 15, 2006 and February 21, 2006, and the 
Sequence Listing filed February 21, 2006, are objected to under 35 U.S.C. 132(a) because they 
introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no amendment shall 
introduce new matter into the disclosure of the invention. The added material which is not 
supported by the original disclosure is as follows: The changes to the specification whereby 
"DNle" has been changed to "DNaP' constitute new matter. See, e.g., paragraphs [0027], [0032], 
[0035], [0058], and [0065], and Table 1. These two amino acids are patentably distinct from one 
another, and a change from one to the other is new matter. Those sequences recited in the 
Sequence Listing which comprise DNal residues, e.g., SEQ ID NOS:2, 3, 12, 23, 27, 28, 30, 32, 
37, 38, 42, 44, and 46 are new matter. The original disclosure of the invention does not include 
any disclosure of peptides comprising a DNal residue. Applicants have not indicated where the 
original disclosure of the invention supports the newly recited disclosure. 

Applicant is required to cancel the new matter in the reply to this Office Action. 
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4. The disclosure is objected to because of the following informalities: At paragraph [0057], 
line 12, a SEQ ID NO needs to be inserted after the tetrapeptide sequence. See 37 CFR 1.821(d). 
Appropriate correction is required. 

5. Once a final form for the specification is agreed upon between the examiner and 
Applicant, the examiner will require a substitute specification under 37 CFR 1.125 to be filed in 
order to aid the printer in printing any patent which issues based upon this application. 

6. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 2, 3, 17, and 20 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. There is no original disclosure supporting the claimed amino acids which 
include DNal (i.e., D-naphthylalanine) residues. See claims 2, 3, 17, and 20. The original 
disclosure of the invention recited DNle (i.e., D-norleucine) residues at the corresponding 
positions. DNle is patentably distinct from DNal, and the former does not provide written 
descriptive support for the latter. Applicant has not indicated where the original disclosure of the 
invention supports the new claim limitations. 

7. A rejection based on double patenting of the "same invention" type finds its support in 
the language of 35 U.S.C. 101 which states that "whoever invents or discovers any new and 
useful process ... may obtain a patent therefor ..." (Emphasis added). Thus, the term "same 
invention," in this context, means an invention drawn to identical subject matter. See Miller v. 
Eagle Mfg. Co., 151 U.S. 186 (1894); In re Ockert, 245 F.2d467, 114 USPQ 330 (CCPA 1957); 
and In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970). 
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A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in scope. The 
filing of a terminal disclaimer cannot overcome a double patenting rejection based upon 35 
U.S.C 101. 

Claims 1, 7, 8, 1 1, 14-16, 18, and 19 are rejected under 35 U.S.C. 101 as claiming the 
same invention as that of claims 1, 4, 5, 8-11, 13, and 14 of prior U.S. Patent No. 7,135,548. 
This is a double patenting rejection. 

8. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the- statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re LongU 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1 .321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

9. Claims 4, 5, 9, 10, 12, and 17 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-14 of U.S. Patent No. 7,135,548. Although 
the conflicting claims are not identical, they are not patentably distinct from each other because 
the claims of the '548 patent clearly anticipate the instant claims. 

10. Claim 4 is rejected on the ground of nonstatutory obviousness-type double patenting as 
being unpatentable over claims 1-1 1 of U.S. Patent No. 7,1 15,574, Although the conflicting 
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claims are not identical, they are not patentably distinct from each other because the claims of 
the '574 patent anticipate instant claim 4. In particular, the peptide of SEQ ID NO:2 of the '574 
patent meets the requirements of Applicant's SEQ ID NO:4. 

1 1 . Claim 4 is rejected on the ground of nonstatutory obviousness-type double patenting as 
being unpatentable over claims 1-13 of U.S. Patent No. 6,969,590. Although the conflicting 
claims are not identical, they are not patentably distinct from each other because the claims of 
the '590 patent anticipate instant claim 4. In particular, the peptide of SEQ ID NO:3 of the '590 
patent meets the requirements of Applicant's SEQ ID NO:4. 

12. Claim 4 is rejected on the ground of nonstatutory obviousness-type double patenting as 
being unpatentable over claims 1-8 of U.S. Patent No. 6,939,846. Although the conflicting 
claims are not identical, they are not patentably distinct from each other because the claims of 
the '846 patent anticipate instant claim 4. In particular, the peptide of SEQ ID NO:3 of the '846 
patent meets the requirements of Applicant's SEQ ID NO:4. 

13. Claim 4 is rejected on the ground of nonstatutory obviousness-type double patenting as 
being unpatentable over claims 1-31 of U.S. Patent No. 6,887,846. Although the conflicting 
claims are not identical, they are not patentably distinct from each other because the claims of 
the '846 patent anticipate instant claim 4. In particular, the peptide of SEQ ID NO:3 of the '846 
patent meets the requirements of Applicant's SEQ ID NO:4. 

14. Claim 4 is rejected on the ground of nonstatutory obviousness-type double patenting as 
being unpatentable over claims 1-23 of U.S. Patent No. 6,780,838. Although the conflicting 
claims are not identical, they are not patentably distinct from each other because the claims of 
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the '838 patent anticipate instant claim 4. In particular, the peptide of SEQ ID NO:3 of the '838 
patent meets the requirements of Applicant's SEQ ID NO:4. 

15. Claim 4 is provisionally rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-53 of copending Application No. 10/845,778. 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because the claims of the 6 778 application anticipate instant claim 4. In particular, the peptide of 
SEQ ID NO:2 of the '778 application meets the requirements of Applicant's SEQ ID NO:4. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

16. Claim 4 is provisionally rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claim 1 of copending Application No. 10/853,902. 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because the claim of the '902 application anticipates instant claim 4. In particular, the peptide of 
SEQ ID NO:3 of the '902 application meets the requirements of Applicant's SEQ ID NO:4. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

1 7. Claim 4 is provisionally rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 2 and 3 of copending Application No. 10/442,683. 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because the claims of the '683 application anticipate instant claim 4. In particular, the peptide of 
SEQ ID NO:2 of the '683 application meets the requirements of Applicant's SEQ ID NO:4. 
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This is a provisional obviousness-type double patenting rejection because the conflicting . 
claims have not in fact been patented. 

18. Instant claims 1, 4, 5, 7-12, 14-16, 18, and 19 are deemed to be entitled under 35 U.S.C. 
1 19(e) to the benefit of the filing date of application serial no. 60/426,929 because the '929 
application, under the test of 35 U.S.C. 1 12, first paragraph, discloses the claimed invention. 

Instant claims 2, 3, 1 7, and 20 are not deemed to be entitled under 35 U.S.C. 1 19(e) to the 
benefit of the filing date of provisional application serial no. 60/426,929 because the '929 
application, under the test of 35 U.S.C. 112, first paragraph, does not disclose the peptides 
comprising a DNal residue at position 2. Note that the DNle residue disclosed in the '929 
application and the DNal residue claimed in the instant application have patentably distinct 
structures. 

19. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

20. Claim 4 is rejected under 35 U.S.C. 102(e) as being anticipated by Catania et al (U.S. 
Patent Application Publication 2004/0033955). Catania et al teach a peptide HFRWGKPV (see, 
e.g., claim 2) which satisfies the requirements of Applicant's SEQ ID NO:4. Catania et al's 
peptide is disclosed in provisional application 60/382,887 (see, e.g., claim 2), and accordingly 
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Catania et al's disclosure of this peptide is entitled under 35 U.S.C. 1 19(e) to the benefit of the 
filing date of the provisional application in which this peptide is disclosed. Because the 
inventorship of Catania et al is different than the inventorship of the instant application, Catania 
et al's disclosure of this peptide is available as prior art against instant claim 4 under 35 U.S.C. 
102(e). 

21 . Claim 4 is rejected under 35 U.S.C. 102(b) as being anticipated by the WO Patent 
Application 00/59527. The WO Patent Application '527 at claim 6 teaches an octapeptide which 
satisfies Applicant's claimed formulas. For instant claim 4, the WO Patent Application ; 527 
teaches Pro as corresponding to Applicant's X3. 

22. Claims 2, 3, 17, and 20 are rejected under 35 U.S.C. 102(a) as being anticipated by the 
Grieco et al article (J. Med. Chem., Vol. 46, pages 850-855). The Grieco et al article in Table 3 
teaches peptide 2, which anticipates the peptides recited in claim 2; peptides 19 and 20, which 
anticipate the peptides recited in claim 3; peptides 23, 24, and 26, which anticipate the peptides 
recited in claim 17; and peptide 14, which anticipates the peptides recited in claim 20. 

23. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jeffrey E. Russel at telephone number (571) 272-0969. The 
examiner can normally be reached on Monday-Thursday from 8:00 A.M. to 5:30 P.M. The 
examiner can also be reached on alternate Fridays. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor Cecilia Tsang can be reached at (571) 272-0562. The fax number for formal 
communications to be entered into the record is (571) 273-8300; for informal communications 
such as proposed amendments, the fax number (571) 273-0969 can be used. The telephone 
number for the Technology Center 1600 receptionist is (571) 272-1600. 
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